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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of Group I in the reply filed on February 0 1 , 2006 is 
acknowledged. 

Claims 17-20 and 33-36 are withdrawn from further consideration pursuant to 37 CFR 
1 . 142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on February 01, 2006. 

Claims 1-16 and 21-32 are under examination in the instant office action. 

Sequence compliance 

2. This apphcation contains sequence disclosiires that are encon^assed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 C.F.R. § 1.821 (a)(1) and (a)(2). 
However, this application fails to comply with the requirements of 37 C.F.R. § 1.821 through 
1.825. Specifically, no sequence identification has been provided for the amino acid and nucleic 
acid sequences presented on pages 10, 28 and 29 of the instant specification. In case these 
sequences are new, Applicant needs to provide a substitute computer readable form (CRF) copy 
of a "Sequence Listing" which includes all of the sequences that are present in the instant 
apphcation and encompassed by these rules, a substitute paper copy of that "Sequence Listing", 
an amendment directing the entry of that paper copy into the specification, and a statement that 
the content of the paper and conq)uter readable copies are the same and, where appUcable, 
include no new matter, as required by 37 C.F.R. § 1.821 (e) or 1.821(f) or 1.821(g) or 1.825(b) or 
1.825(d). The instant specification will also need to be amended so that it complies with 37 
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C.F.R. § 1.821(d) which requires a reference to a particular sequence identifier (SEQ ID NO: ) 
be made in the specification and claims wherever a reference is made to that sequence. See 
M.P.E.P. 2422.04. 

Specification 

3. The figures of the instant apphcation are presented on separate pages or in separate 
panels. 37 C.F.R. § 1.84(u) (1) states that in cases when figures present partial views of a 
drawing, which are intended to form one complete view, whether contained on one or several 
sheets, the figures must be identified by the same number followed by a capital letter, and the 
specification should be amended to change the Brief Description of the Drawings and the rest of 
the specification to refer to each Figure accordingly (emphasis added). Appropriate correction is 
required. 



Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctiy claiming the 
subject matter which the applicant regards as his invention. 

5. Claim 16 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which appUcant regards as 
the invention. 

Claim 16 is vague and indefmite for recitation "wherein the expression of the polypeptide 
is effected within the neuron". First, there appears to be no antecedent basis for "the expression 
of the polypeptide" within the claim; second, it is not clear and cannot be determined from the 
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claim or the instant specification if the limitation recites an additional step or describes the effect 
of the polypeptide administration. Clarification is required. 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such fall, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

7. Claims 1-3, 5-13, 16 and 22-30 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for methods of inducing growth of a peripheral system 
neuron or peripheral nerve regeneration by administration of a polypeptide of SEQ ID NO: 2 or 
of SEQ ID NO: 3, does not reasonably provide enablement for methods of inducing growth of a 
neuron or regeneration of a damaged nerve of the central nervous system. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

The instant claims are broadly drawn to methods of inducing growth of a neuron or nerve 
regeneration of a damaged nerve by administration of polypeptides of SEQ ID NO: 2 or SEQ ID 
NO: 3. However, the instant specification fails to provide enough guidance for one skilled in the 
art on how to practice the full scope of the instant method, thereby requiring undue 
experimentation to discover how to use Applicant's invention, as currently claimed. 

The factors to be considered in determining whether a disclosure would require undue 
experimentation include (1) the quantity of experimentation necessary, (2) the amount of 
direction or guidance presented, (3) the presence or absence of working examples, (4) the nature 
of the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
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predictability or unpredictability of the art and, (8) the breadth of the claims. In re Wands, 8 

USPQ2d, 1400 (CAFC 1988). 

The nature of the invention is the disclosure of the SPRRIA polypeptide of SEQ ID NO: 
2 and a peptide of SEQ ID NO: 3, which is a derivative of the full-length of SPRRIA 
polypeptide (page 1 1 of the instant specification), and demonstration that neuron growth and 
nerve regeneration is associated with SPRRIA altered expression in embryonic chick dorsal root 
ganglia (DRG) and adult mouse DRG neurons (see pages 29-36 and especially FiguresSA, 5E, 
6A, 6B7F and 8). Although the amino sequences of both polypeptides of SEQ ID NO: 2 and 3 
are known in the art (see Kartasova et al., 1996, J. Invest. Dermatology, 106, pp.294.304; and 
Reddy et al, reference C06 of IDS submitted on AprU 27, 2005), it is not recognized in the art 
that SPRRIA is involved in regulation of neuronal growth or axon repair and regeneration. 

The instant specification presents results of experiments that demonstrate (1) that 
expression of SPRRIA polypeptides is upregulated after axotomy of a peripheral nerve (sciatic 
nerve transection, page 29, Fig.l); (2) that SPRRIA expression correlates with axonal 
regeneration in adult and embryonic peripheral neurons (page 34-35 and Fig. 5-6); (3) that 
addition of SPRRIA protein to the culture of DRG neurons without trituration did not have an 
effect on outgrowth of neurites (see page 7, Figure 5e and page 10, Figure If). 

While the skill level in the art is high, the level of predictability is low. As correctly 
pointed out in the instant specification, the prognosis of axonal regeneration in the adult central 
and peripheral nervous system differ at genetic and molecular levels (page 1 of the specification, 
for example). Generally, regeneration and growth of neurons of central nervous system are 
considered to be unpredictable (see Hoffer et al., 1997, J. Neural Transm, 49, pp. 1-10). The 
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working examples in the specification, as originally filed, pertain to studies of expression of 
SPRRl A polypeptides during experimental traimia to adult and embryonic primary neuronal 
cultures. The data presented on pages 24-37 support the position that SPRRl A polypeptides of 
SEQ ID NO: 2 or 3 promote regeneration and growth of peripheral neurons in culture. However, 
there appears to be no indication in the instant specification that the instant disclosed data 
obtained on peripheral neurons are predictive of successful treatment of damaged neurons of 
central nervous system. While it is not necessary that AppUcant understands or discloses the 
mechanism by which the invention functions, in this case, in the absence of such an 
understanding, no extrapolation can be made of the results obtained from peripheral nervous 
system cells to methods of treatment of central nervous system trauma in view of the art 
recognition of unpredictability of methods of regeneration of central neurons. 

Applicant's invention is predicated on the finding that SPRRl A polypeptides induce 
growth and promote nerve regeneration of peripheral nervous system neurons. Applicant further 
extrapolates this result into a method for inducing growth and nerve regeneration of any neuron, 
including central system neurons and nerves. Accordingly, it would appear that Applicant 
provides a single finding (the finding), and then presents an invitation to experiment and 
determine if SPRRl A polypeptides when applied to central neurons would also induce neuronal 
growth and regeneration. 

A patent is granted for a corq^leted invention, not the general suggestion of an idea and 
how that idea might be developed into the claimed invention. In the decision of Genentec, Inc, v. 
Novo Nordisk, 42 USPQ 2d 100,(CAFC 1997), the court held that: 
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"[p]atent protertion is granted in return for an enabling disclosure of an invention, not for vague 
intimations of general ideas that may or may not be workable" and that "[tjossing out the mere 
germ of an idea does not constitute enabling disclosure". The court further stated that "when 
there is no disclosure of any specific starting material or of any of the conditions under which a 
process is to be carried out, xmdue experimentation is required; there is a failure to meet the 
enablement requirements that cannot be rectified by asserting that all the disclosure related to 
the process is within the skill of the art", "[i]t is the specification, not the knowledge of one 
skilled in the art, that must supply the novel aspects of an invention in order to constitute 
adequate enablement". 

The standard of an enabling disclosure is not the ability to make and test if the invention 
worked but one of the ability to make and use with a reasonable expectation of success. The 
instant specification is not enabling because one can not follow the guidance presented therein 
and practice the claimed method without first making a substantial inventive contribution. 

Double Patenting 

8. Applicant is advised that should claims 9 and 26 be found allowable, claims 12 and 29, 
respectively, will be objected to under 37 CFR 1.75 as being substantial duplicates thereof 
When two claims in an application are dupUcates or else are so close in content that they both 
cover the same thing, despite a shght difference in wording, it is proper after allowing one claim 
to object to the other as being a substantial duplicate of the allowed claim. See MPEP 
§ 706.03(k). 
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In the instant case, the claims encon5)ass methods of inducing growth of a neuron, 
wherein the neuron growth comprises nerve regeneration, thus claiming essentially the same 
subject matter. 

Allowable Subject Matter 

9. Claims 4, 14, 15, 21, 31 and 32 would be allowable if rewritten in independent form to 
include all of the limitations of the base claim and any intervening claims. 



Conclusion 

10. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chemyshev whose telephone number is (571) 272-0870. 
The examiner can norafially be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet L. Andres can be reached on (571) 272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published appUcations 
may be obtained from either Private PAIR or PubUc PAIR Status information for unpublished 
appUcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




OlgaN. CJ^myshev, Ph.D. 
Primary Examiner 
Art Unit 1649 



March 13, 2006 



